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Dear Sir: 

I, Jerome Legerton, declare and state as follows: 

1 . I am a United States citizen and I reside at 874 Harbor View Place, San Diego, CA 

92106. 

2. I am a named inventor in the above-identified application. 

3. I am currently Executive Vice President and Chief Technology Officer of 
Synergeyes, Inc. Prior to this, I was the managing partner of an eight doctor multi-specialty 
°Ptometric practice in San Diego, California. From 1985 to 2004, 1 also served as a consultant for 
ophthalmic corporations including Dicon, Barnes Hind-Hydrocurve, VISX, Alcon, Akorn, and 
Anamed. From 1994 to 1996, 1 served as Director of Clinical Research at Pilkington Barnes Hind. 
From 1997 to 2002, 1 served as Vice President of Advanced Technology and Market Development 
f° r Paragon Vision Sciences. 

4. I hold a Doctor of Optometry from Los Angeles College of Optometry, a Master of 
Science degree in Counseling from Trinity School of Graduate Studies, and a Master of Business 
Administration from Pepperdine University. 
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5. I am a Life Member and Presidents Circle Member of the American Cytometric 
Foundation and a Life Member of the Southern California College of Optometry Alumni 
Association. I have been a Member of the American Optometric Association since 1966 and a 
Fellow of the American Academy of Optometry since 1973. I was named "Young Optometrist of 
the Year" by the California Optometric Association in 1973. I served as President of the San Diego 
Optometric Society and named its "Optometrist of the Year" in 1987. I am an Associate Member 
of the Contact Lens Association of Ophthalmologists. 

6. I am a named inventor in five issued patents in the field of contact lenses and 
refractive surgery. I have authored numerous publications and technical reports and made 
numerous technical presentations, many of which involve contact lenses and/or the cornea. 

7. I have worked in the contact lens industry for the past 37 years, including the 
research and development of contact lens designs, including hybrid contact lenses, materials, and 
solutions. I also have knowledge of hybrid contact lens designs that have been commercialized. 
The commercially available SoftPerm hybrid contact lens had a low Dk center (Dk of about 14) and 
low Dk peripheral skirt (Dk of about 5). I understand that one major problem with the SoftPerm 
lens is that it delaminated at the junction between the hard center and the soft skirt. It is my 
understanding that the SoftPerm lens continues to have tearing problems. The SoftPerm lens is the 
only commercially available hybrid contact lens. 

8. I have reviewed the pending claims in the above-identified application and the 
Proposed amendment to the claims filed herewith. I have also reviewed U.S. Patent No. 6,043,328 
("Domschke") and GB Patent No. 1,417,650 ("Sohnges"), the two references I understand the 
Examiner has used to reject pending claims in the above-identified application as being obvious. I 
disagree that these claims are obvious in view of Domschke and Sohnges. 

9. In my opinion, the combination of Domschke and Sohnges would not render the 
Pending claims obvious to one of ordinary skill in the art for at least the following reasons: 

10. Domschke does not disclose, teach or suggest a hybrid contact lens with a 
substantially rigid central portion having a Dk of at least 30xl0' n (cm 2 /sec) (mL 0 2 )/ (mL x mm 
Hg) and substantially flexible hydrophilic peripheral or annular portion coupled to the 
substantially rigid central portion at a junction defined at an outer edge of the substantially rigid 
central portion. Instead, Domschke describes a polysiloxane-polyol macromer material, and 
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contact lenses including said material. Domschke also discloses coating a surface of a lens with 
a hydrophilic material to improve the hydrophilicity of the lens. Indeed, there is no disclosure or 
suggestion in Domschke to provide a hydrophilic peripheral skirt, or bond a hydrophilic 
peripheral skirt to a rigid central portion. Domschke's single reference to a hybrid lens appears 
to refer to either (a) a lens with a rigid core section and a hydrophilic surface, (b) a rigid gas 
permeable lens with very high flexure, or (c) a soft lens made of a Silicon Elastomer (aka Silicon 
rubber) with no water content, all of which have been referred to at times in the contact lens 
industry as hybrid lenses because they exhibited some characteristics found in both soft and rigid 
gas permeable lenses (e.g., intermediate rigidity between that of an rigid gas permeable lens and 
that of a soft lens). However, none of these contact lenses (i.e., a lens with a rigid core section 
and a hydrophilic surface, a rigid gas permeable lens with very high flexure, or a soft lens with 
no water content) teach or suggest a contact lens having a substantially rigid central portion 
coupled to a substantially flexible hydrophilic peripheral portion, as recited in the amended 
claims of the above-identified application. 

1 1 . With respect to Sohnges, the reference does not disclose a hybrid contact having a 
hard central portion with a Dk of at least 30xl0' n . In fact, this patent does not even disclose an 
oxygen permeable rigid lens material. To the contrary, it discloses attempting to deliver oxygen 
to the eye through tear pumping or movement under the lens. Further, Sohnges discloses 
microlenses, which are smaller than the diameter of a human cornea. If the lens of Sohnges was 
larger so as to serve the purpose of a hybrid contact lens, the lens would be too large to permit 
tear pumping or movement under the lens and would starve the cornea of oxygen. Moreover, 
Sohnges teaches away from using a hydrophilic skirt, and the materials identified in Sohnges are 
not hydrophilic. Indeed, there is no disclosure or suggestion in Sohnges to 1) provide a high Dk 
central portion, 2) provide a hydrophilic skirt, or 3) bonding a high Dk central portion to a 
hydrophilic skirt in any manner. Therefore, one of skill in the art looking at these two references 
would not be able to combine the material in Domschke with the lens in Sohnges to obtain the 
claimed invention. 

12. In order to provide a comfortable lens, it is important that the lens be wide enough 
to cover at least the cornea, which prevents the lens from excessive movement and eyelid 
interaction. With respect to hard contact lenses, although they provide superior vision, 
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movement of the lens occurred often, causing discomfort with every blink. Further, foreign 
objects are free to migrate under the hard lens with tear exchange, causing pain and corneal 
trauma. With soft lenses, it is possible to manufacture a wider lens, which experiences less 
movement in the eye and less movement caused by eyelid interaction, resulting in less 
discomfort, and foreign bodies are prevented from migrating under the lens. However, soft 
lenses do not provide the visual quality of the rigid optics of a hard lens. 

13. Therefore, there has been a long-felt need in the industry for a hybrid contact lens 
having a hard central portion with a high Dk providing high quality vision and high oxygen 
permeability and a soft peripheral skirt providing greater comfort, as described above. 1 am 
aware since at least as early as 1988 of attempts that have been made to manufacture an 
improved hybrid contact lens. To the best of my knowledge, none of these efforts ever 
succeeded resulting in a commercial product. 

14. In view of the long-standing efforts by others, and my knowledge of the contact 
lens industry over the past thirty-seven years, I do not believe the claimed invention recited in the 
pending claims of the above-identified application are obvious in view of Domschke and 
Sohnges. 

1 5. I declare that all statements made herein of my knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these statements 
were made with the knowledge that willful false statements and the like so made are punishable by 
fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code, and that 
such willful statements may jeopardize the validity of the above-identified application and any 
patents issuing thereon. 



Dated: /f, 



Jerome Legerton, OD, M.S., M.B.A., F.A.A.O. 



2283558 I 
011306 ~ 
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